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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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2a )^ This action is FINAL. 2b)D This action is non-final. 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Acknowledgement is made of receipt and entry of the amendment filed on 12/26/2008. 
Applicant's amendment has overcome Examiner's 112, second paragraph, rejection. 
Examiner's acknowledges that claims 10-18 have been withdrawn by consideration. 
Claims 1-9 will be examined on the merits. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 4 recite the limitation "the glandular agent." There is insufficient antecedent 
basis for the limitation as claimed. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-9 as amended stand rejected under 35 USC 112, first paragraph, for 
the reasons set forth in the previous Office action which are restated below. 
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Claims 1-9 as amended stand rejected under 35 USC 112, first paragraph, 
because one can not extrapolate the teaching of the specification to the claimed 
invention because there is no guidance on or exemplification in the specification to 
prepare a composition comprising a first component containing Gonadotrophin- 
releasing hormone; a second component comprising a kelp; and a third component 
comprising prolactin to increase breast size in a subject. The specification does not 
enable any person skilled in the art to which it pertains, or with which is most nearly 
connected, to make and/or use the invention commensurate in scope with the claims. 

The factors to be considered in determining whether undue experimentation is 
required are summarized in In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 
(Fed. Cir. 1 988) (a) the breadth of the claims; (b) the nature of the invention; © the state 
of the prior art; (d) the level of one of ordinary skill; (e) the level of predictability in the 
art; (f) the amount of direction provided by the inventor; (g) the existence of working 
examples; and (h) the quantity of experimentation needed to make or use the invention 
based on the content of the disclosure. 

Applicant claims a composition comprising a first component containing 
Gonadotrophin-releasing hormone; a second component comprising a kelp; and a third 
component comprising prolactin to increase breast size in a subject. Applicant's 
specification, however, failed to provide any guidance or any working examples 
whereby applicant has prepared a composition comprising a first component containing 
Gonadotrophin-releasing hormone; a second component comprising a kelp; and a third 
component comprising prolactin to increase breast size in a subject. 
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Furthermore, it is noted that the state of the prior art at the time the invention was 
filed did not recognize a composition comprising a first component containing 
Gonadotrophin-releasing hormone; a second component comprising a kelp; and a third 
component comprising prolactin to increase breast size in a subject nor did the state of 
the prior art at the time the invention was filed did not recognize each individual claimed 
active ingredient within the claimed composition of increasing breast size in a subject. 
For example, Civelli et al. teach (US 6383764, see, e.g. entire patent, especially 
claims), that a prolactin releasing peptides of the pituitary controls absence seizures. 
Furthermore, Fleischner teaches (US 6503529, see, e.g. column 7 lines 46-53) 
bladderwrack kelp is used as a dietary supplement to regulate thyroid functions. Thus, 
the art is silent regarding the efficacy of applicant's composition comprising a first 
component containing Gonadotrophin-releasing hormone; a second component 
comprising a kelp; and a third component comprising prolactin to increase breast size in 
a subject. Therefore, applicant's claimed composition comprising a first component 
containing Gonadotrophin-releasing hormone; a second component comprising a kelp; 
and a third component comprising prolactin to increase breast size in a subject is 
unpredictable in the art. 

Thus, per reference to the Wands factors, due to the state of the prior art at the 
time the invention was filed did not recognize the claimed composition as being used to 
increase breast size in a subject as taught by Civelli and Fleischer thus rendering the 
claimed composition as being unpredictable in the art and due to applicant's 
specification failing to provide any guidance or working examples whereby applicant has 
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prepared a claimed composition used to increase breast size in a subject and due to the 
large quantity of experimentation necessary to demonstrate the claimed composition as 
being used to increase breast size in a subject, it would require undue experimentation 
without a reasonable expectation of success for one of skill in the art to practice the 
invention commensurate in scope of the claims. 

Applicant's arguments have been carefully considered but they are not deemed 
persuasive. Applicant argues that the specification does enable any person skilled in the 
art to which it pertains, or with which is most nearly connected, to make and/or or use 
the invention commensurate in scope with the claims. Applicant states that the 
specification teaches an embodiment having specific amounts of each component: "the 
composition comprises 75-90% by weight a glandular agent, 5-24% by weight a pituitary 
extract, and 1-5% by weight a kelp derivative." Furthermore, Applicant argues the state 
of the prior art does, in fact, describe the efficacy of each of the claimed components for 
increasing breast size. 

Although Applicant argues that the specification in paragraph 10 teaches an 
embodiment having specific amounts of each component, Applicant argument is not 
found persuasive because Applicant has failed to provide the Examiner an adequate 
written description of the claimed invention. Applicant's specification has failed to 
provide the Examiner with any guidance or working examples of the claimed invention 
whereby applicant has prepared a composition comprising a first component containing 
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Gonadotrophin-releasing hormone; a second component comprising a kelp; and a third 
component comprising prolactin to increase breast size in a subject. 

Moreover, Although Applicant argues the state of the prior art does, in fact, 
describe the efficacy of each of the claimed components for increasing breast size, 
Applicant argument is not found persuasive because Applicant still maintains that the 
state of the prior art at the time the invention was filed did not expressly recognize each 
individual claimed active ingredient within the claimed composition of increasing breast 
size in a subject. For example, Civelli et al. expressly teach (US 6383764, see, e.g. 
entire patent, especially claims), that a prolactin releasing peptides of the pituitary 
controls absence seizures. Furthermore, Fleischner expressly teaches (US 6503529, 
see, e.g. column 7 lines 46-53) bladderwrack kelp is used as a dietary supplement to 
regulate thyroid functions. Thus, the art is silent regarding the efficacy of applicant's 
composition comprising a first component containing Gonadotrophin-releasing 
hormone; a second component comprising a kelp; and a third component comprising 
prolactin to increase breast size in a subject. Therefore, applicant's claimed composition 
comprising a first component containing Gonadotrophin-releasing hormone; a second 
component comprising a kelp; and a third component comprising prolactin to increase 
breast is unpredictable in the art. 

No claims are allowed. 



Conclusion 



Application/Control Number: 1 0/651 ,528 Page 7 

Art Unit: 1655 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RANDALL WINSTON whose telephone number is 
(571)272-0972. The examiner can normally be reached on 8AM-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Christopher R. Tate/ 

Primary Examiner, Art Unit 1655 



